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Title  42 — Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SERVICE, 
DEPARTMENT  OF  HEALTH,  EDUCATION, 
AND  WELFARE 

SUBCHAPTER  D — GRANTS 

PART  51d— GRANTS  FOR  SERVICE  PROJ¬ 
ECTS  FOR  GENETIC  AND  OTHER  DIS¬ 
EASES 

Grants  for  Hemophilia  Treatment  Centers; 
Final  Regulations 

AGENCY;  Public  Health  Service,  HEW. 
ACTION:  Final  rule. 

SUMMARY:  The  final  regulations  for 
grants  for  Hemophilia  Treatment  Cen¬ 
ters  revise  the  program  requirements  set 
out  In  the  interim  rejgulations  published 
In  the  Federal  Register  on  September  13, 
1976.  The  grants  are  authorized  by  Sec¬ 
tion  1131  of  the  Public  Health  Service 
Act  which  became  effective  on  July  29, 
1975.  The  regulations  will  provide  pro¬ 
gram  requirements  for  grantees  and 
potential  grantees. 

EFFECTIVE  DATE:  October  21,  1977. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Dr.  Hilary  E.  C.  Millar,  Office  of  Mater¬ 
nal  and  Child  Health,  Room  7-15, 
Parklawn  Bldg.,  Rockville,  Md.  20857, 
301-443-6600. 

SUPPLEMENTARY  INFORMATION: 
On  September  13,  1976,  the  Secretary 
published  an  invitation  for  public  com¬ 
ment  along  with  the  interim  regulations. 
Summaries  of  the  substantive  comments 
received  in  response  and  of  the  changes 
to  the  regulations  are  set  out  below. 

1.  One  respondent  expressed  regret 
that  a  grant  does  not  cover  the  cost  of 
furnishing  blood  and  blood  products  nec¬ 
essary  for  the  treatment  of  hemophiliacs. 
Unfortunately,  the  limited  appropriation 
for  the  hemophilia  program  is  not  ade¬ 
quate  to  allow  projects  normally  to  fur¬ 
nish  blood  or  blood  products  (although 
project  funds  may  be  used  to  pay  for  in¬ 
fusion  of  blood  products  at  and  by  the 
hemophilia  treatment  centers) .  It  is  rec¬ 
ognized,  however,  that  this  is  the  most 
expensive  part  of  the  treatment  and  a 
heavy  financial  burden  on  hemophiliacs 
and  their  families.  The  staffs  of  the 
treatment  centers,  therefore,  hav'e  the 
responsibility  to  help  patients  Identify 
existing  and  potential  sources  of  finan¬ 
cial  assistance  for  obtaining  blood  and 
blood  products  (§§  51d.l02(g)  (1)  and 
51d.l05(a) (5) ). 

2.  One  respondent  indicated  that 
§§  51d.l09(c)  (2)  and  51d.l05(a)  (2)  (ii) 
were  not  consistent  and  questioned  the 
circumstances  under  which  blood  prod¬ 
ucts  could  be  provided.  As  stated  above, 
the  regulation  has  been  revised  to  provide 
that  grant  fimds  may  be  used  to  pay  for 
blood  products  only  when  the  blood  prod¬ 
ucts  are  infused  at  and  by  the  center  as 
part  of  the  course  of  treatment. 

3.  One  objection  was  made  to  the  in¬ 
clusion  of  "genetic  counseling”  within 
the  definition  of  "social  counseling.”  The 
respondent  stated  that  these  are  distinct 


types  of  counseling,  and  should  only  be 
provided  by  p>ersons  with  specialized 
training  in  the  respective  fields.  This  ob¬ 
jection  was  accepted,  and  the  definition 
of  social  counseling  has  been  amended 
accordingly. 

4.  One  respondent  urged  that  the  reg¬ 
ulations  include  a  requirement  that  any 
laboratory  sendee  utilized  by  grantees 
meet  standards  equivalent  to  those  pres¬ 
ently  in  force  for  independent  interstate 
laboratories  and,  in  the  case  of  hospital- 
based  laboratories,  the  standards  estab¬ 
lished  by  the  Joint  Commission  for  the 
Accreditation  of  Hospitals.  This  recom¬ 
mendation  has  been  accepted,  and  the 
regulations  amended  to  require  that  co¬ 
agulation  laboratories  utilized  by  the 
grantees  meet  applicable  Federal  stand¬ 
ards. 

5.  One  comment  questioned  how  physi¬ 
cians  in  association  caring  for  hemo¬ 
philiacs  under  the  program  are  to  be 
compensated.  While  staff  physicians  will 
be  paid  by  the  center  for  their  services, 
the  limited  appropriation  will  effectively 
preclude  the  center  from  providing  finan¬ 
cial  compensation  to  the  physicians  in 
association.  However,  these  physicians 
can,  of  course,  continue  to  receive  com¬ 
pensation  for  their  services  from  the  pa¬ 
tient  and  from  available  third-party 
sources  « including  reimbursement  under 
Title  V  of  the  Social  Security  Act) . 
Moreover,  through  their  affiliation  with 
the  center,  physicians  in  association  w’ill 
receive  certain  professional  benefits, 
such  as  the  assistance  of  the  project  in 
developing  an  individualized  comprehen¬ 
sive  care  program  for  each  hemophiliac 
patient,  and  a  greater  awareness  of  the 
latest  developments  in  hemophilia  diag¬ 
nosis,  treatment,  and  research. 

6.  One  respondent  expressed  appre¬ 
hension  that  acceptance  of  a  federally- 
funded  project  grant  tied  to  Title  V  (Ma¬ 
ternal  and  Child  Health  and  Crippled 
Childrens’  Services)  could  force  the  Title 
V  agency  to  continue  activities  and  ab¬ 
sorb  the  liability  when  Federal  funds  ap¬ 
propriated  for  hemophilia  were  termi¬ 
nated.  The  regulations  do  not  require  a 
switchover  to  Title  V.  Although  it  is  more 
likely  that  an  application  will  be  ap¬ 
proved  for  a  project  showing  the  poten¬ 
tial  for  continuing  services  delivery  after 
grant  support  is  terminated,  there  is  no 
requirement  that  services  be  continued 
once  that  support  is  terminated. 

7.  One  respondent  urged  that  the 
program  be  expanded  to  include  treat¬ 
ment  for  the  disease  of  thrombocyto¬ 
penic  purpura.  Treatment  of  the  latter 
disease  is  not  authorized  by  the  statute, 
which  provides  only  for  treatment  of  in¬ 
dividuals  suffering  from  hemophilia.  It 
is  recognized  that  hemophilia  and  throm¬ 
bocytopenic  purpura  are  closely  related; 
purpura,  how’ever,  is  essentially  a  plate¬ 
let  disorder  and  thus  a  different  disease. 
Therefore  this  suggestion  could  not  be 
accepted. 

8.  The  suggestion  was  made  that  the 
regulations  include  a  mechanism  for  the 
creation  of  an  advisory  panel  for  each 
of  the  funded  centers.  This  suggestion 
has  been  accepted,  and  the  regulations 
now  contain  a  requirement  for  the  es¬ 


tablishment,  to  the  extent  possible,  of  an 
advisory  board  composed  in  part  of 
hemophiliacs  who  are  the  recipients  of 
services. 

9.  One  respondent  suggested  that  a 
requirement  for  the  establishment  of  a 
uniform  system  of  data  collection  should 
be  includ^  in  the  regulations.  This  sug¬ 
gestion  was  not  accepted.  Grantees  are 
already  required  to  establish  data  col¬ 
lection  and  reporting  systems  under 
§  51d.l05(a)  (10),  and  the  Secretary  will 
request  data  to  be  furnished  under  this 
requirement  in  a  manner  which  insures 
uniformity  and  usefulness  for  evaluation 
purposes. 

10.  One  commenter  recommended  that 
the  "nurse”  specified  as  a  member  of  the 
comprehensive  care  program’s  multi¬ 
disciplinary  team  and  of  the  hemophilia 
treatment  center’s  staff  should  be  a 
"registered  nurse.”  This  recommendation 
has  been  accepted  and  §  51d. 102(f)  (2) 
(i)  and  S  51d.l05(a)  (7)  (i)  modified  ac¬ 
cordingly. 

11.  It  was  suggested  that  §  51d.l05  in¬ 
clude  a  quality  assurance  requirement 
with  respect  to  services  provided  directly 
by  the  project,  or  on  a  referral  or  cooper¬ 
ative  basis.  ’The  suggestion  was  not  ac¬ 
cepted,  as  it  is  felt  that  the  quality  of  the 
hemophilia  program  is  assured  by  the  re¬ 
quirement  tiiat  a  multidisciplinary  team 
of  professionals  develop  an  individualized 
comprehensive  care  plan  for  each  person 
served  by  the  project. 

12.  A  respondent  felt  that  the  regula¬ 
tions  ignored  the  need  of  hemophiliacs 
for  comprehensive  health  care  beyond 
the  health  care  related  to  their  hemo¬ 
philia.  Although  the  statute  permits  only 
treatment  services  related  to  the  disease 
itself,  it  should  be  noted  that  the  individ¬ 
ualized  “comprehensive  care  plan,”  de¬ 
veloped  by  the  multidisciplinary  profes¬ 
sional  team  and  provided  to  each  person 
served  by  the  project,  will  Include  a  broad 
assessment  of  the  patient’s  health  care 
needs  as  well  as  recommendations  and/ 
or  referral  for  social  and  vocational 
counseling. 

13.  Concern  was  expressed  that  a  strict 
interpretation  of  the  w'ord  "plasma” 
might  exclude  from  services  those  in¬ 
dividuals  with  Factor  EX  and  Factor  Vn 
deficiencies.  The  regulations  are  not  in¬ 
tended  to  imply  such  a  strict  interpreta¬ 
tion.  While  the  most  common  coagula¬ 
tion  disorder  is  the  result  of  Factor  vm 
deficiency,  treatment  centers  are  ex¬ 
pected  to  serve  patients  with  congenital 
deficiences  of  other  plasma  clotting  fac¬ 
tors  as  well  as  those  with  von  Wille- 
brand’s  disease. 

14.  A  writer  su^ested  that  §  51d.l09 
(c)<l),  which  stipulates  that  project 
funds  shall  not  be  used  to  pay  the  cost 
of  inpatient  care,  should  be  Interpreted 
as  referring  only  to  the  payment  of  hos¬ 
pital  per  diem  charges.  ’This  suggestion 
has  been  rejected,  as  such  an  interpreta¬ 
tion  would  run  contrary  to  the  spirit  as 
well  as  the  letter  of  the  law.  The  regula¬ 
tion,  however,  does  not  preclude  a  cen¬ 
ter’s  grant-suiH>orted  outpatient  staff 
from  continuing  some  services  to  a  hemo¬ 
philiac  as  an  adjunct  to  inpatient  care; 
Indeed,  the  program  hopes  to  encourage 
such  continuity  of  care. 
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15.  One  person  questioned  the  need  for 
the  requirement,  contained  In  {  51d.l04 
(h),  that  grant  applicants  submit  esti¬ 
mates  of  the  average  financial  burden 
caused  by  hemophilia  to  its  victims  in  the 
area.  It  was  decided  to  delete  this  re¬ 
quirement  because  of  the  unavailability 
of  such  data. 

16.  One  respondent  suggested  that  this 
program  should  not  be  subject  to  the 
Health  Services  Funding  regulations  (42 
CFR  Part  50,  Subpart  A) .  This  suggestion 
was  accepted,  and  reference  to  these  reg¬ 
ulations  has  been  deleted.  Pull  applica¬ 
tion  of  the  Health  Services  Funding  reg¬ 
ulations,  which  typically  apply  to  much 
larger  programs  with  sizable  appropria¬ 
tions,  is  considered  inappropriate  for  this 
program  because  of  the  limited  appro¬ 
priation  and  number  of  grants:  the  na¬ 
ture  of  the  services  provided:  the  rela¬ 
tionship  of  Title  y.  Crippled  Children’s 
Services  Program^  which  is  not  covered 
by  the  Health  Services  Funding  regula¬ 
tions;  and  because  grantees  under  this 
program  must  generally  be  part  of  a 
much  larger  organization  in  order  to  op¬ 
erate  effectively  in  this  sophisticated 
medical  area. 

17.  One  writer  suggested  that  the 
center’s  staff  be  required  to  include  an 
outreach  worker.  Because  §  51d. 105(a) 
(6)  requires  a  center  to  establish  an  out¬ 
reach  program  and  §  51d.l05(a)  (7)  re¬ 
quires  a  center  to  provide  the  necessary 
staff  to  carry  out  its  activities,  it  has 
been  decided  that  an  outreach  worker 
should  not  be  otherwise  mandated.  How¬ 
ever,  it  should  be  noted  that  the  regula¬ 
tions  do  not  prohibit  a  center  from  hiring 
an  outreach  worker  as  appropriate  with¬ 
in  the  context  of  available  resources. 

18.  One  commenter  noted  that  the 
regulations  make  no  provision  for  train¬ 
ing  in  home  care  for  parents  or  guardians 
of  hemophiliacs  who  are  minors,  or  for 
Including  such  parents  or  guardians  on 
the  center’s  advisory  council.  Appropri¬ 
ate  changes  have  been  made  in  §  51d.l05 
(a)(2)(iii)  and  §  51d.l05(a)  (11) . 

19.  It  was  recommended  by  one  re¬ 
spondent  that  provision  be  made  for 
community  participation  in  the  develop¬ 
ment  stages  of  a  new  center.  ’This  recom¬ 
mendation  has  been  accepted  and  a  new 
§  51d.l04(b)  was  added  accordingly. 

20.  One  person  advocated  the  estab¬ 
lishment  of  a  formal  referral  system  to 
accommodate  hemophiliacs  who  move 
from  one  center’s  catchment  area  or  area 
of  association  to  another’s.  This  sugges¬ 
tion  has  been  accepted  and  has  been 
incorporated  in  §  51d.l05(a)  (12) . 

21.  In  addition  to  the  above,  several 
minor  technical  and  editorial  changes 
have  beer.  made. 

In  consideration  of  the  foregoing,  the 
Assistant  Secretary  for  Health  of  the 
Department  of  Health,  Education,  and 
Welfare,  with  the  approval  of  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare, 
hereby  revises  Subpart  A  of  Part  5 Id,  of 
Title  42,  Code  of  Federal  Regulations,  as 
set  forth  below,  effective  October  21, 
1977. 

Note. — Hie  Department  of  Health,  Educa¬ 
tion,  and  Welfare  haa  determined  that  this 
document  does  not  contain  a  major  proposal 
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requiring  preparation  of  an  Inflation  Impact 
Statement  under  Executive  Order  11821  and 
OMB  Circular  A-107. 

Dated;  June  2,  1977. 

James  F.  Dickson, 

Acting  Assistant 
Secretary  for  Health. 

Approved:  October  17,  1977. 

Joseph  A.  Califano,  Jr„ 

Secretary. 

Subpart  A  of  42  CFR  Part  51d  is 
revised  to  read  as  follows: 

Subpart  A — Grants  for  Hemophilia  Treatment 
Centers 

Sec. 

51d.l01  Applicability. 

51d.l02  Definitions. 

61d.l03  EUglbUlty. 

51d.l04  Application  for  a  grant. 

Sld.lOS  Project  elements. 

51d.l06  Accord  with  health  planning. 
61d.l07  Grant  evaluation  and  award. 

51d.l08  Payment. 

51d.l09  Use  of  project  funds. 
fild.llO  cnvll  rights. 

51d.lll  Confidentiality. 

51d.ll2  Publication  and  cojrpright. 

Sld.llS  Grantee  accountability. 

51d.ll4  Performance  and  financial  reports. 
51d.ll5  Applicability  of  45  CFR  Part  74. 
Sld.llG  Additional  conditions. 

Authobitt:  Secs.  215,  1131,  Public  Health 
Service  Act  (42  UH.C.  216,  300c-21). 

Subpart  A — Grants  for  Hemophilia 
Treatment  Centers 

§  Sid. 101  Applicability. 

The  regulations  of  this  subpart  are 
applicable  to  grants  to  public  and  non¬ 
profit  private  entities  pursuant  to  section 
1131  of  the  Public  Health  Service  Act 
(42  U.S.C.  300C-21)  for  projects  for  the 
establishment  of  comprehensive  hemo¬ 
philia  diagnostic  and  treatment  cen¬ 
ters. 

§  51d.l02  Definition^. 

As  used  in  this  subpart: 

(a)  “Act”  means  the  Public  Health 
Service  Act,  as  amended. 

(b)  “Applicant”  means  a  public  or 
nonprofit  private  entity  which  applies 
for  a  grant  under  this  subpart. 

(c)  “Area  of  association”  means  the 
area  outside  a  project’s  catchment  area 
in  which  the  project  provides  services  in 
a  program  of  association  with  providers 
of  health  care  pursuant  to  §  51d.l05(c) 
of  this  subpart. 

(d)  “Catchment  area”  means  the  area 
in  which  a  project  provides  all  of  its 
services,  except  those  provided  pursuant 
to  §  51d. 105(c). 

(e)  “Center”  means  a  project  funded 
under  this  subpart. 

(f)  “Comprehensive  care  program” 
means  a  program  detailing  the  appro¬ 
priate  treatment  for  an  individual  suf¬ 
fering  from  hemophilia  which: 

(1)  Includes: 

(i)  An  assessment  of  the  type  and 
severity  of  the  individual’s  hemophilia 
condition; 

(il)  Statements  of  the  health  care 
needed,  including  estimates  of  the  indi¬ 
vidual’s  need  for  prophylactic  or  replace¬ 
ment  therapy,  prophylactic  dental  care, 
physical  therapy  for  prevention  of 
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secondary  joint  problems,  and  orthopedic 
treatment; 

(ill)  A  statement  of  the  activity  (edu¬ 
cational,  recreational,  and  occupational) 
to  be  limited  or  avoided  by  the  individual, 
or  recommended  for  the  individual ; 

(iv)  Recommendations  for  periodic 
re-evaluation  (no  less  frequently  than 
annually) ; 

(V)  Recommendations  and/or  referral 
for  social  and  vocational  counseling; 

(vl)  Recommendations  and/or  referral 
for  genetic  counseling:  and 

(vii)  Information  on  24-hour,  7-day- 
a-week  emergency  service;  and 

(2)  Is  developed  by  a  multidisciplinary 
team  which  includes: 

(i)  Each  of  the  following:  a  hematol¬ 
ogist,  a  pediatrician  or  internist  as  ap¬ 
propriate,  a  registered  nurse,  and  a  social 
worker;  and 

(ii)  If  medically  indicated,  any  one  or 
more  of  the  following:  an  orthopedist,  a 
physical  therapist,  a  psychiatrist,  a  psy¬ 
chologist,  an  oral  surgeon  or  dentist,  or 
an  educational  and/or  vocational  coun¬ 
selor. 

(g)  “Counseling”  means  consultation 
and  advice  provided  by  persons  appro¬ 
priately  trained  in  their  respective  fields, 
and  includes: 

(1)  Social  counseling  (counseling 
which  is  directed  toward  enhancing  the 
social  functioning  of  patients  and  their 
families  through  counseling  about  family 
relationships  and  interrelationships  and 
helping  to  obtain  tangible  services, 
sources  of  referral  for  appropriate  medi¬ 
cal  treatment,  and  sources  of  financial 
assistance  for  medical  expenses) ; 

(2)  Vocational  counseling  (counseling 
concerning  education,  training,  and  em¬ 
ployment  suitable  for  hemophiliacs) ; 
and 

(3)  Genetic  counseling. 

(h)  “Diagnosis”  means  the  determina¬ 
tion  of  the  cause  of  significant  bleeding 
tendencies. 

(i)  “Hemophilia”  means  a  genetically 
transmitted  bleeding  disorder  resulting 
from  a  deficiency  of  a  plasma  clotting 
factor. 

(1)  “Mild  hemophilia”  means  a  con¬ 
dition  under  which  a  hemophiliac  indi¬ 
vidual; 

(1)  Generally  leads  a  normal  life,  and 
(il)  Has  a  sufficient  amount  of  the 

clotting  factor  for  blood  to  coagulate  and 
bleeding  to  be  controlled  (a  circulating 
level  of  clotting  factor  usually  above  10 
percent  of  normal) . 

(2)  “Moderate  hemophilia”  means  a 
condition  under  which  a  hemophiliac  in¬ 
dividual: 

(i)  Rarely  hemorrhages  spontaneously 
but  may  experience  significant  hemor¬ 
rhage  after  minor  trauma,  or 

(ii)  Has  a  circulating  level  of  clotting 
factor  that  usually  ranges  from  1  to  10 
percent  of  normal. 

(3)  “Severe  hemophilia"  means  a  con¬ 
dition  under  which  a  hemophiliac  indi¬ 
vidual 

(i)  Throughout  his  life  is  subject  to 
spontaneous  hemorrhage  into  soft  tissue, 
bone  joints,  and  muscles  as  well  as  bleed¬ 
ing  after  any  type  of  trauma  or  minor 
surgery,  or 


FEDERAL  REGISTER,  VOL  42,  NO.  204 — FRIDAY,  OGOBER  21,  1977 


56250 


RULES  AND  REGULATIONS 


(il)  Has  a  circulating  level  of  clotting 
factor  that  is  usually  less  than  1  percent 
of  normal. 

(j)  “Nonprofit”  as  applied  to  a  private 
entity  means  that  no  part  of  the  net 
earnings  of  such  entity  inures,  or  may 
lawfully  inure,  to  the  benefit  of  any  pri¬ 
vate  shareholder  or  individual. 

(k)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  to  whom  the  authority  involved  has 
been  delegated. 

(l)  “State”  means  any  of  the  sev¬ 
eral  States,  the  District  of  Columbia, 
Guam,  Puerto  Rico,  the  Virgin  Islands, 
American  Samoa,  and  the  Trust  Terri¬ 
tory  of  the  Pacific  Islands. 

§  51d.l03  Eligibility. 

Any  public  or  nonprofit  private  en¬ 
tity  is  eligible  to  apply  for  a  grant  under 
this  subpart. 

§  51d.l04  Application  for  a  grant. 

An  applicant  for  a  grant  under  this 
subpart  shall  submit  an  application  to 
the  Secretary  at  such  time  and  in  such 
form  and  manner  as  the  Secretary  may 
prescribe.  The  application  must  contain : 

(a)  A  full  description  of  the  project 
and  of  the  manner  in  which  the  appli¬ 
cant  Intends  to  conduct  the  project  and 
carry  out  the  requirements  of  this  sub¬ 
part. 

(b)  Evidence  that  the  applicant  con¬ 
sulted  with  appropriate  community 
groups  and  hemophiliacs  within  the 
catchment  area  in  developing  its  project. 

(c)  A  budget  and  justification  of  the 
amount  of  grant  funds  requested. 

(d)  Evidence  that  the  applicant  Is  or 
within  a  reasonable  time  will  become  an 
approved  provider  of  crippled  children’s 
services  for  hemophiliacs  under  Title  V 
of  the  Social  Security  Act. 

fe)  A  description  of  the  precise  bound¬ 
aries  of  the  catchment  area  which  the 
applicant  proposes  to  serve,  and  a 
description  of  the  largest  area  outside 
that  catchment  area  which  the  applicant 
cannot  conveniently  serve  directly  but 
can  realistically  serve  through  associa¬ 
tion  with  other  health  care  providers  who 
are  treating  individuals  with  hemophilia 
in  a  program  of  association  meeting  the 
requirements  of  §  5 Id. 105(c)  of  this  sub¬ 
part. 

(f)  The  estimated  munber  of  severe, 
moderate,  and  mild  hemophiliacs  resid¬ 
ing  In  the  applicant’s  proposed  catch¬ 
ment  area  and  the  estimated  number 
of  those  hemophiliacs  in  the  proposed 
area  of  association. 

(g)  The  estimated  number  of  and  a 
description  of  the  programs  for  hemo¬ 
philiacs  within  the  applicant’s  catch¬ 
ment  area  and  in  the  area  of  a&sociation, 
and  the  estimated  munber  of  hemo¬ 
philiacs  receiving  care  in  each  area  un¬ 
der  the  programs. 

(h)  A  statement  of  the  method  to  be 
used  to  identify  providers  of  health  care 
who  are  treating  individuals  with  hemo¬ 
philia  in  the  applicant’s  proposed  area 
of  association,  and  the  method  to  be  used 
to  notify  such  providers  of  the  services 


which  the  applicant  will  make  available 
to  them. 

(i)  The  approximate  number  of  hemo¬ 
philiacs  to  be  served  by  the  applicant  in 
its  proposed  catchment  area  and  area 
of  association. 

(j)  An  assurance  satisfactory  to  the 
Secretary  that  the  applicant  will  serve 
the  maximum  munber  of  individuals  that 
its  available  and  potential  resources  will 
enable  it  effectively  to  serve. 

(k)  A  description  of  the  diagnostic  and 
specialty  treatment  services  to  be  offered 
and,  in  the  case  of  an  applicant  already 
providing  services  to  hemophiliacs,  a  de¬ 
scription  of  all  diagnostic,  treatment, 
and  other  services  for  hemophiliacs  being 
provided  by  the  applicamt. 

(l)  A  description  of  the  applicant’s 
arrangements  for  access  to  an  appropri¬ 
ate  coagulation  laboratory  and  an  ap¬ 
propriate  blood  bank  under  §  51d. 105(a) 
(1)  and  (2). 

(m)  The  plans  and  curricula  for  train¬ 
ing  professional  and  paraprofessional 
personnel  pursuant  to  §  51d.l05(a)  (3)  of 
this  subpart. 

(n)  Copies  of  position  descriptions  for 
key  personnel  to  be  utilized  in  carrying 
out  the  project,  a  statement  indicating 
the  need  for  the  specific  positions,  and 
a  description  of  the  qualifications  of 
principal  staff  members. 

(0)  A  description  of  the  counseling 
program  to  be  provided  pursuant  to 
§  51d. 105(b)  (2)  and  of  the  arrangements 
to  be  made  to  provide  social  and  voca¬ 
tional  counseling. 

(p)  Such  other  pertinent  information 
as  the  Secretary  may  require. 

(q)  Evidence  that: 

(1)  The  requirements  of  Part  I  of  Of¬ 
fice  of  Management  and  Budget  Circular 
No.  A-95  have  been  satisfied,  and 

(2)  All  applicable  requirements  for 
review  and  approval  under  Title  XV  of 
the  Act  have  been  met. 

(r)  The  signature  of  the  Individual 
authorized  to  act  for  the  applicant  and 
to  assume  on  behalf  of  the  applicant  the 
obligations  imposed  by  the  Act,  the  ap¬ 
plicable  regulations  of  this  subpart,  and 
any  additional  conditions  of  the  grant 
award. 

§  51d.l05  Projcol  elrnionls. 

(a)  General  requirements.  A  project 
funded  imder  this  subpart  must: 

(1)  Have  a  program  to  diagnose  the 
type,  degree,  and  nature  of  the  bleeding 
tendency  of  individuals  identified  as 
probably  suffering  from  hemophilia  for 
the  purpose  of  determining  appropriate 
treatment.  Such  program  shall  include, 
at  a  minimiun: 

(i)  Ready  access  to  a  coagulation  lab¬ 
oratory  that  meets  ttie  standards  set 
forth  in  20  CFR  Part  405,  “Conditions 
of  Coverage  of  Services  of  Independent 
Laboratories;”  participates  in  the  pro¬ 
ficiency  testing  program  of  the  Center 
for  Disease  Control;  and  which  is  capa¬ 
ble  of: 

(A)  Diagnosing  any  plasmatic  factor 
deficiency; 

(B)  Identifying  the  existence  of  plate¬ 
let  functional  disorders; 


(C)  Identifying  the  presence  of  in¬ 
hibitors  to  one  or  more  of  the  clotting 
factors,  and 

(D)  Determining  the  existence  of  Fac¬ 
tor  V  ill-related  antigen,  or  obtaining 
access  to  this  test  by  arrangement  with 
another  institution;  and 

(ii)  Performing,  at  least  annually,  a 
test  to  detect  inhibitors  to  one  or  more 
of  the  clotting  factors  on  each  hemophil¬ 
iac  served  by  the  project  who  is  receiv¬ 
ing  replacement  therapy. 

(2)  Provide  a  program  of  comprehen¬ 
sive  hemophilia  treatment  services,  as 
specified  in  the  grant  award,  of  a  special¬ 
ized,  multidisciplinary  nature  generally 
unavailable  in  its  catchment  area  or  area 
of  association.  This  program  may  be  car¬ 
ried  out  directly  or  on  a  referral  basis, 
except  that  each  project  shall,  at  a  mini¬ 
mum, 

(i)  Have  access  to  a  blood  bank  which; 

(A)  Has  expertise  in  preparing,  evalu¬ 
ating,  and  storing  therapeutic  blood 
factors: 

(B)  Has  available  a  comprehensive  va¬ 
riety  of  blood  products,  including  freeze- 
dried  clotting  factor  concentrates,  cryo- 
precipitates  of  plasma,  and  fresh  or  fro¬ 
zen  whole  plasma:  and 

(C)  Relies,  to  the  extent  practicable, 
on  voluntary  donor  sources  for  blood. 

(ii)  Provide  to  individuals  served  by 
the  project  prescriptions  for  blood  prod¬ 
ucts  and  directly  provide  blood  products 
only  when  infused  at  and  by  the  project: 
and 

(iii)  Provide  training  in  home  care  to 
.all  hemophiliacs  served  by  the  project  in 
need  thereof  and  to  the  parents  or 
guardians  of  such  hemophiliacs  who  are 
minors. 

(3)  Provide  a  program  of: 

(i)  Short-term  training  (not  to  exceed 
the  equivalent  of  three  months  of  full¬ 
time  training)  in  standards  of  hemo¬ 
philia  diagnosis  and  treatment  to  profes¬ 
sional  and  paraprofessional  personnel  of 
the  project  and,  as  resources  permit,  to 
personnel  concerned  with  the  treatment 
of  hemophiliacs,  who  work  in  the  proj¬ 
ect’s  catchment  area  or  area  of  associa¬ 
tion;  and 

(ii)  Training  of  professional  and  para¬ 
professional  project  personnel  in  at  least 
one  selected  area  of  hemophilia  research. 

(4)  Develop,  in  consultation  with  the 
individual’s  primary  physician,  and  pro¬ 
vide  to  each  hemophiliac  served  by  the 
project  (unless  medically  contraindi¬ 
cated)  a  written  comprehensive  care 
program. 

(5)  Serve  as  a  clearinghouse  for  infor¬ 
mation  on  the  availability  of  other  pro¬ 
grams  of  assistance  and  insurance  for 
hemophiliacs,  and  assist  hemophiliacs 
served  by  the  project  in  making  any  nec¬ 
essary  arrangements  w'ith  those  pro¬ 
grams. 

(6)  Establish  an  outreach  program  to 
encourage  all  hemophiliacs  and  health 
care  providers  in  the  project’s  catch¬ 
ment  area  and  area  of  association  to  par¬ 
ticipate  in  the  program  sponsored  by  the 
project. 

(7)  Provide  for  sufficient  full-  or  part- 
time  staff,  qualified  by  training  and  ex¬ 
perience,  to  carry  out  its  activities. 
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(i>  The  staff  must  include,  at  a  mini¬ 
mum,  a  hematologist,  internist,  pediatri¬ 
cian,  orthopedic  surgeon,  oral  surgeon  or 
dentist,  physical  therapist,  registered 
nurse,  and  a  social  worker,  except  that  if 
the  hematologist  is  also  an  internist  or 
a  pediatrician  an  additional  internist  or 
pediatrician  is  not  required  to  be  on  the 
staff. 

(ii)  The  project  must  also  insure  the 
availability  of  a  nutritionist,  psychiatrist, 
psychologist,  and  an  educational/ voca¬ 
tional  or  rehabilitation  counselor. 

(8)  Be,  or  within  a  reasonable  time  be¬ 
come,  an  approved  provider  of  crippled 
children’s  services  for  hemophiliacs  un¬ 
der  the  approved  State  plan  under  Title 
V  of  the  ^clal  Security  Act  for  the  State 
or  States  in  which  its  catchment  area 
and  area  of  association  lie. 

(9)  Make  every  reasonable  effort  to 
collect  payment  for  services  provided  by 
the  project  in  accordance  with  the  ap¬ 
plicable  schedule  of  fees  and  payments 
for  such  services  of  the  approved  State 
plan  referred  to  in  paragraph  (a)  (8)  of 
this  section.  Where  a  project  provides 
services  to  residents  of  more  than  one 
State,  the  project  shall  provide  services 
to  residents  of  the  State  in  which  the 
project  facility  is  located  in  accordance 
with  the  schedule  of  the  State  plan  of 
that  State,  and  shall  provide  services  to 
residents  of  any  other  State  served  in 
accordance  with  an  agreement  with  the 
State  agency  which  administers  the  ap¬ 
proved  title  V  State  plan  of  such  other 
State  concerning  such  fees  and  pay¬ 
ments. 

(10)  Establish  basic  medical  data,  sta¬ 
tistical  data,  cost  accounting,  manage¬ 
ment  information  and  reporting  systems 
which  will  enable  the  project  to  provide 
such  statistics  and  other  information  as 
the  Secretai-y  may  reasonably  require 
relating  to  its  costs  of  operation,  pat¬ 
terns  of  utilization,  and  the  availability, 
accessibility,  acceptability,  and  effective¬ 
ness  of  its  services,  and  to  make  these  re¬ 
ports  to  the  Secretary  in  a  timely  man¬ 
ner  with  such  frequency  as  the  Secretary 
may  reasonably  require. 

(11)  Provide  for  community  partici¬ 
pation,  through  establishment  of  an  ad¬ 
visory  council,  if  feasible,  to  advLse  with 
respect  to  the  overall  management  of 
the  project  including  serrices  to  be  pro¬ 
vided,  the  manner  of  their  provision,  and 
appointment  of  personnel.  The  member¬ 
ship  of  the  advisory  council  must  be  rep¬ 
resentative  of  the  population  in  the  area 
served  by  the  center,  and  include  at  least 
one  hemophiliac  receiving  services  from 
the  center  and  at  least  two  persons  from 
separate  family  groups  who  are  parents 
or  guardians  of  hemophiliacs  who  are 
minors. 

(12)  Establish  a  formal  referral  sys¬ 
tem  which  will  provide  timely  and  neces¬ 
sary  arrangements  for  eligibility,  trans¬ 
fer  of  records,  and  a  written  referral  for 
hemophiliacs  who  move  to  another  ti'eat- 
ment  center’s  catchment  area  or  area  of 
association. 

(b)  Requirements  applicable  to  the 
project’s  catchment  area  only.  In  addi¬ 
tion  to  the  requirements  of  paragraph 
(a>  of  this  section,  a  project  funded 


under  this  subpart  must  provide  within 
its  catchment  area: 

(1)  Access  to  the  services  of  the  proj¬ 
ect  for  all  individuals  suffering  from 
hemophilia  who  reside  in  the  catchment 
area  and 

(2)  A  program  of  counseling  designed 
to  assist  hemophiliacs,  who  reside  in  the 
project’s  catchment  area  and  are  served 
by  the  center,  to  lead  an  independent  life. 
Such  counseling  may  be  provided  directly 
or  by  referral. 

(c)  Requirements  applicable  to  the 
area  of  association  only.  In  addition  to 
the  requirements  of  paragraph  (a)  of 
this  section,  a  project  funded  imder  this 
subpart  must  provide  a  program  of  as¬ 
sociation  with  providers  of  health  care 
who  are  treating  individuals  suffering 
from  hemophilia  residing  outside  the 
project’s  catchment  area  but  within  the 
area  w'hich  the  Secretary  has  determined 
(and  has  specified  in  the  grant  award) 
that  the  project  cannot  conveniently 
serve  directly  but  can  realistically  serve 
with  such  a  program.  This  program  shall 
consist  of  at  least  the  following: 

(1)  Implementation  of  a  plan  to  iden¬ 
tify  and  contact  all  providers  of  health 
services  to  hemophiliacs  in  the  area  of 
association  and  notify  these  providers  of 
the  project  services  available  to  them: 
and 

(2)  Institution  of  a  program  to  at¬ 
tempt  to  enter  into  cooperative  arrange¬ 
ments  with  these  proviclers  for  the  treat¬ 
ment  of  these  hemophiliacs.  Such  ar¬ 
rangements  must  provide  at  a  minimum 
for  the  following: 

(i)  Development  by  the  project  of 
written  comprehensive  care  programs 
for  hemophiliacs  being  treated  by  the 
providers  in  association  with  the  project, 
with  the  participation  and  agreement 
of  these  providers  in; 

(ii)  Treatment  of  these  hemophiliacs 
in  accordance  with  the  compr^ensive 
care  programs; 

(iii)  Provision  for  having  these  hemo¬ 
philiacs  visit  the  project  for  an  annual 
re-evaluation  of  their  medical  and  treat¬ 
ment  status;  and 

(iv)  Cooperation  of  the  providers  in 
association  in  arranging  for  social  and 
vocational  counseling  for  these  hemo¬ 
philiacs. 

§  5I<1.I06  Miili  lioalth  planning. 

A  grant  may  be  made  under  this  part 
only  if  the  applicable  requirements  of 
Title  XV  of  the  Act  relatiim  to  review 
and  approval  by  the  appropnate  health 
planning  agencies  have  been  met. 

§51(1.107  Ci'tiiii  evaliiuliun  and  award. 

(a)  Within  the  limits  of  funds  avail¬ 
able,  the  Secretary  may  award  grants 
under  this  subpart  to  eligible  applicants 
which  submit  approvable  applications 
in  accordance  with  the  following  pro¬ 
cedures  : 

(1)  In  determining  whether  an  appli¬ 
cation  is  approvable,  the  Secretary  shall 
take  into  account; 

(i)  Whether  it  meets  the  requirements 
of  this  subpart ; 

(ii)  The  number  of  persons  to  be 
served  by  the  project  in  relation  to  the 
grant  funds  requested;  and 


(iii)  The  extent  to  which  rapid  and 
effective  use  of  grant  funds  will  be  made 
by  the  project,  considering  the  follow¬ 
ing; 

(A)  The  degree  to  which  the  project 
will  be  operated  in  conformity  with  the 
hemophilia  services  part  of  the  State 
plan  for  crippled  children’s  services  un¬ 
der  Title  V  of  the  Social  Security  Act; 

(B)  The  professional  and  technical 
competence  of  the  project  in  hemophilia 
diagnosis,  treatment,  rehabilitation,  and 
research: 

(C)  ’The  potential  integration  of  the 
project’s  services  with  other  healtti  serv¬ 
ice  delivery  programs; 

(D)  ’The  soundness  of  the  project's 
management:  and 

(E)  The  extent  of  community  partici¬ 
pation. 

(2)  The  Secretary  will  give  priority  to 
projects  that  will  operate  in  areas 
which  the  Secretary  determines  have  the 
greatest  number  of  severe  and  moderate 
hemophiliacs  whose  need  for  the  services 
to  be  provided  by  such  projects  is  unmet, 
as  determined  on  the  basis  of  the  infor¬ 
mation  supplied  pursuant  to  §  51c.l04. 

(b)  ffhe  amount  of  any  award  will 
be  determined  by  the  Secretary  on  the 
basis  of  his  estimate  of  the  sum  neces¬ 
sary  for  the  proper  performance  of  the 
project.  In  determining  the  grantee’s 
share  of  project  costs,  if  any,  costs  borne 
by  Federal  funds,  or  costs  used  to  match 
other  Federal  grants,  may  not  be  in¬ 
cluded  except  as  may  be  otherwise  pro¬ 
vided  by  law. 

(c)  All  grant  awards  shall  be  in  writ¬ 
ing,  shall  set  forth  the  amount  of  funds 
granted,  and  the  period  for  which  sup¬ 
port  is  recommended. 

(d)  Neither  the  approval  of  any  proj¬ 
ect  nor  any  grant  award  shall  commit  or 
obligate  the  United  States  in  any  way  to 
make  any  additional,  supplemental,  con¬ 
tinuation,  or  other  award  with  respect  to 
any  approved  project  or  portion  thereof. 
For  continuation  support,  grantees  must 
make  separate  application  periodically  at 
such  times  and  in  such  form  as  the  Sec- 
retaiT  may  direct. 

§  51(1.108  Paynioiil. 

'The  Secretary  shall  from  time  to  time 
make  payments  to  a  grantee  of  all  or  a 
portion  of  any  grant  aw'ard  either  in  ad¬ 
vance  or  by  Vv'ay  of  reimbursement  for 
expenses  incurred  in  the  performance  of 
the  project,  to  the  extent  he  determines 
these  payments  necessary  to  promote 
prompt  initiation  and  advancement  of 
the  approved  project. 

§  31d.l09  U.se  (»f  project  fiiiKls. 

(a>  Any  funds  granted  pursuant  to 
this  subpart,  as  well  as  other  funds  to  be 
used  in  performance  of  the  approved 
project,  may  be  expended  solely  for 
carrying  out  the  approved  project  in  ac¬ 
cordance  with  section  1131  of  the  Act. 
the  regulations  of  this  subpart,  the  terms 
and  conditions  of  the  award,  and  the  ap¬ 
plicable  cost  principles  prescribed  m 
Subpart  Q  of  45  CFR  Part  74. 

(b)  Project  funds  awarded  imder  this 
subpart  may  be  used  for,  but  need  not 
be  limited  payment  of,  the  costs  of  the 
following ; 
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(1)  Diagnosis  and  treatment  services; 

(2)  Counseling  services; 

(3)  Training  professionals  and  para- 
professionals  in  hemophilia  diagnosis, 
treatment,  and  research; 

(4)  Data  collection  and  pooling  of 
medical  information; 

(5)  Transportation  of  patients,  as 
necessary; 

(6)  Transportation  and  per  diem  for 
training  professionals  and  parapro- 
fessionals  in  association  with  the  project; 

(7)  Public  information; 

(8)  Delivering  project  services  to 
hemophiliacs  within  the  project’s  catch¬ 
ment  area  and  area  of  association,  with¬ 
in  the  following  limitations:  grant  funds 
may  be  used  to  pay- the  portion  of  the 
reasonable  cost  of  services  provided  in 
accordance  with  the  schedule  of  fees  and 
payments  used  pursuant  to  §  51.105(a) 

(9)  which,  under  such  schedule.  Is  un¬ 
compensated. 

(c)  Project  fimds  awarded  under  this 
subpart  shall  not  be  used  to  pay  the  cost 
of: 

(1)  Inpatient  hospital  care; 

(2)  Provision  of  blood  products  ex¬ 
cept  when  the  blood  products  are  in¬ 
fused  by  and  at  the  project  as  part  of 
the  course  of  treatment  provided  at  the 
project. 

(d)  Grant  funds  shall  not  be  used  in 
lieu  of  other  area  funding  sources  to  pay 
to  support  the  program. 

§  Sld.llO  Civil  rights. 

(a)  Attention  is  called  to  the  require¬ 
ments  of  Title  VI  of  the  Civil  Rights  Act 
of  1964  (78  Stat.  252  (42  U.S.C.  2000d  et 
seq.) )  and  in  particular  section  601  of 
such  Act  which  provides  that  no  person 
in  the  United  States  shall  on  the  grounds 
of  race,  color,  or  national  origin  be  ex¬ 
cluded  from  participation  in,  be  denied 
the  benefits  of,  or  be  subjected  to  dis¬ 
crimination  under  any  program  or  ac¬ 
tivity  receiving  Federal  financial  assist¬ 
ance.  A  regulation  Implementing  such 
title  VI,  which  applies  to  grants  made 
under  this  part,  has  been  issued  by  the 
Secretary  with  the  approval  of  the  Presi¬ 
dent  (45  CFR  Part  80).  In  addition,  no 
person  shall  be  denied  employment  in  or 
by  such  program  or  activity  on  the 
grounds  of  age,  sex,  creed,  or  marital 
status. 

(b)  Attention  is  also  called  to  the  re¬ 
quirements  of  Section  504  of  the  Rehabil¬ 
itation  Act  of  1973,  as  amended,  which 
provides  that  no  otherwise  qualified 
handicapped  individual  in  the  United 
States  shall,  solely  by  reason  of  his  hand¬ 


icap,  be  excluded  from  participation  in, 
be  denied  the  benefits  of,  or  be  sub¬ 
jected  to  discrimination  under  any  pro¬ 
gram  or  activity  receiving  Federal  finan¬ 
cial  assistance.  , 

§  Sld.lll  Confidentiality. 

All  information  as  to  personal  facts 
and  circumstances  obtained  by  the  proj¬ 
ect  staff  in  connection  with  the  pro¬ 
vision  of  services  under  the  project  shall 
be  treated  as  privileged  commimication, 
shall  be  held  confidential,  and  shall  not 
be  divulged  to  any  party  including  the 
provider  in  association  without  the  in¬ 
dividual’s  consent  except  as  may  be 
otherwise  required  by  applicable  law  (in¬ 
cluding  this  subpart)  or  necessary  to 
provide  services  to  the  individual.  Such 
information  may  be  disclosed  in  sum¬ 
mary,  statistical,  or  other  form  which 
does  not  identify  particular  individuals. 

§  51d.ll2  Publications  and  copyright. 

Except  as  may  be  provided  imder  the 
terms  and  conditions  of  the  award,  the 
Department  of  Health,  Education,  and 
Welfare  copyright  requirement,  set  forth 
in  45  CFR  74.140,  shall  apply  to  any  book 
or  otherwise  copyrightable  material  de¬ 
veloped  or  resulting  from  the  activity 
supported  by  a  grant  imder  this  part. 

§  5  Id. 113  Grantee  accountability. 

(a)  Accounting  for  grant  atoard  pay¬ 
ments.  The  grantee  shall  record  all  pay¬ 
ments  made  by  the  Secretary  in  accoimt- 
ing  records  separate  from  the  records  of 
all  other  grant  funds,  including  funds 
derived  from  other  grant  awards.  With 
respect  to  each  approved  project,  the 
grantee  shall  account  for  the  sum  total 
of  all  amounts  paid  by  presenting  or 
othei-wise  making  available  evidence 
satisfactory  to  the  Secretary  of  expendi¬ 
tures  for  direct  and  indirect  costs  meet¬ 
ing  the  requirements  of  this  subpart. 
Provided,  however,  that  when  the 
amount  awarded  for  indirect  costs  was 
based  on  a  predetermined  fixed  per¬ 
centage  of  estimated  direct  costs,  the 
amount  allowed  for  indirect  costs  shall 
be  computed  on  the  basis  of  such  prede¬ 
termined  fixed  percentage  rates  applied 
to  the  total,  or  a  selected  element 
thereof,  of  the  reimbursable  direct 
costs  incurred. 

(b)  Grant  closeout.  (1)  Date  of  final 
accounting.  A  grantee  shall  render,  with 
respect  to  each  approved  project,  a  full 
accoimt  as  provided  herein,  as  of  the 
date  of  the  termination  of  grant  support. 
The  Secretary  may  require  other  special 
and  periodic  accounting. 


(2)  Final  settlement.  There  shall  be 
payable  to  the  Federal  Government  as 
final  settlement  with  respect  to  each  ap¬ 
proved  project  the  total  sum  of; 

(i)  Any  amount  not  accounted  for  pur¬ 
suant  to  paragraph  (b)  of  this  section. 

(ii)  Any  credits  for  earned  interest 
pursuant  to  i>aragraph  (b)  of  this  sec¬ 
tion. 

(iii)  Any  other  amounts  due  pursuant 
to  Subparts  F,  M,  and  O  of  45  CFR  Part 
74. 

(iv)  Such  total  sum  shall  constitute  a 
debt  owed  by  the  grantee  to, the  Federal 
Government  and  shall  be  recovered  from 
the  grantee  or  its  successors  or  assign¬ 
ees  by  setoff  or  other  action  as  provided 
by  law. 

§51d.114  Performance  and  fiiianeial 
status  reports. 

A  grantee  shall  submit  a  performance 
report  meeting  the  requirements  of  45 
CFR  74.82(c),  and  a  financial  status  re¬ 
port  in  accordance  with  45  CFR  74.73. 

§  Sld.llS  Applicability  of  43  CFR  Part 
74. 

The  provisions  of  45  CFR  Part  74,  es¬ 
tablishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall 
apply  to  all  grants  under  this  subpart  to 
State  and  local  governments  as  those 
terms  are  defined  in  Subpart  A  of  that 
Part  74.  ’The  relevant  provisions  of  the 
following  subparts  of  Part  74  shall  also 
apply  to  grants  to  all  other  grantee  or¬ 
ganizations  under  this  subpart: 

45  CFR  Part  74 

Subpart 
A  General. 

B  Cash  depositories. 

O  Bonding  and  insurance. 

D  Retention  and  custodial  requirements  for 
records. 

P  Grant-related  Incomt. 

G  Matching  and  cost  shartlng. 

K  Grant  payment  requirements. 

L  Budget  revision  procedures. 

M  Grant  closeout,  suspension,  and  termi¬ 
nation. 

O  Property. 

Q  Cost  principles. 

§  51d.ll6  Additional  conditions. 

The  Secretary  may  with  respect  to  any 
grant  award  impose  additional  condi¬ 
tions  prior  to  or  at  the  time  of  the  award 
when,  in  his  judgment,  such  conditions 
are  necessary  to  assure  or  protect  ad¬ 
vancement  of  the  approved  project,  the 
interest  of  public  health,  or  the  conser¬ 
vation  of  grant  funds. 
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